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We claims 

method for evaluating the presence and severity of respi- 
ratory^ tract inflammation with or without infectious origin 
and the Nlevel of lung tissue injury, for predicting and for 
prevent ingSt he risk of complication, predicting the risk of an 
acute inf lamn^tion turning to a chronic process, for targeting 
the treatmentSv modalities and medications to reduce tissue 
destruction with or without infectious origin and for 
evaluating the efificacy of an applied treatment, wherein the 
detection is perfo^ed as an immunochemical assay comprising 
the steps of ; 

a) obtaining a respiratory tract secretion sample representing 
I'V^ whole or part of the lung^j 

m 

.14': 

b) contacting said sample with one or more binding substances 
capable of directly or indirectly recognizing one or more la- 
tent and/or active matrix mefealloproteinases (MMPs) and/or 
related molecules (MMP-RMs) as\^^ well as activators, splice 
variants, inhibitors fragments, derivatives, complexes thereof 
either alone or in combination; \ 

c) recording the presence of one or/ry4re of respiratory tract 
latent and/or active matrix metalloproteinases (MMPs) and/or 
related molecules (MMP-RMs) as Cfell \s fragments, splice 
variants, derivatives or complexes t her eofV either alone or in 
combination using one or more of the bind^ing substances of 
step b) optionally tagged with a label capable of making the 
presence or absence of the MMPs and/or MMP-RMs alone or in 
combination recordable; and 

d) assessing whether the MMPs and/or MMP-RMs recorded in step 
c) either alone or in combination are present in ^n amount 
which is essentially higher than in a sample from a\healthy 
control person or animal . 
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2. NThe method according' to claim 1, wherein the MMPs and/or 
MMP-rHs . alone or in combination to be deteirmined are selected 
from a group consisting of matrix metalloproteinases, membrane 
type matri^ metalloproteinases and matrix metalloproteinase 
related molecules such as their activators, regulators, splice 
variants and/<\r inhibitors present in respiratory secretion 
samples . 

3. The method according to claim 1, wherein the MMPs and/or 
MMP-RMs alone c>^\ combination to be determined are 
selected from a group comprising latent and/or active MMP-2, 

fill MMP-8, MMP-9, MMP-13, \mP-14, MTl-MMP, NGAL, their isoforms as 
well as fragments, splice variants, derivatives and/or 



.3 u 



.91 cc^: 



complexes thereof . 



3* !S. ^ 

^r^t 4- The method according to\claim 1, wherein MMP-RMs are de- 

\^ termined based as the total amcmnt of one or more matrix metal - 

^ loproteinases and/or related moiecule€^in their latent form. 



5. The method according to claicAl^ wherein latent and/or ac- 
tive MMP-RMs are determined ba^dishe^otal amount of one or 
more MMPs and/or MMP-RMs aloiuB^ orV in combination in their 
active form. 

6. The method according to claim 1, wherein the assessment is 
of step d is performed as a chair- side o^ bed-side test in a 
single step on an immunochromatographic test strip. 

\ 

7. A test kit for evaluating the presence and\severity of res- 
piratory tract inflammation and the level Vf lung tissue 
injury, for predicting and preventing the risk of 
complication, for predicting the risk of an acuteVinf lammation 
turning to a chronic process, for targeting the^ treatment 
modalities and medications to reduce tissue destruction with 
or without infection and for evaluating the efficacy of an 
applied treatment and medications using the method according 
to claims 1-5, wherein the test kit comprises one or more bind- 
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ing Nsiibstances capable of specifically recognizing from a 
respir^ory secretion sample representing whole or part of the 
lung onA^or more latent and/or active MMPs and/or MMP-RMs, 
their isoforms as well as fragments, splice variants, deriva- 
tives or coHffi^lexes thereof either alone or in any combination 
as well as one or more optional substrates and or carriers . 

8. The test kitSaccording to claim 1, wherein the binding sub- 
stances are antibodies capable of specifically recognizing la- 
tent and/or active MMPs and/or MMP-RMs alone or in combination 
selected from a group\consisting of matrix metalloproteinases, 
membrane type matrix metalloproteinases and matrix metallopro- 
teinase related moleculesVpresent in respiratory secretion sam- 
ples . 

9. The test kit according tbVlaim 7, wherein the binding sub- 
stances are antibodies capable'^cf specifically recognizing ma- 
trix metalloproteinases and/or related molecules selected from 
a group consisting of MMP-2, MMP-8, ims-S , MMP-13, MMP-14, 
(MTl-MMP) and NGAL as well asXtheyr activators, splice 
variants, regulators and/or inhibit^r^s^ thei^ as well 
as fragments, derivatives and/or aoxy^^^Sy^^r^ot . 

10. The test kit according to ^ilaim 7,\wherein said binding 
substances are binding peptides, polyclonal antibodies, mono- 
clonal antibodies and/or fragments of polycl^onal or monoclonal 
antibodies . 




11. The test kit according to claim 7, which inXaddition to a 
first binding siibstance being a monoclonal antibody which 
specifically recognizes at least one latent and/orNactive MMPs 
and/or MMP-RMs alone or in combination comprises atXleast one 
second binding substance, which recognizes another 
same MMPs and/or MMP-RMs alone or in combination which 
different from the first mentioned MMPs and/or MMP-RMs. 



12. The test kit according to claim -7, wherein at leastX one 
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ofs. the binding substance capable of specifically recognizing 
MMPsvand/or MMP-RMs alone or in combination is provided with a 
markeiv. which is adapted to give a positive signal only when 
the concentration of MMPs and/or MMP-RMs alone or in 
combinatron is above the concentration in samples from 
healthy conytrols. 

13. The test >kit according to claim 7, wherein the test kit 
is constructedNas an immunochromatographic test strip on which 
'l^ the recordation \and assessment can be performed in a single 
step as a chair- si^e or bed-side test 



:3 
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14 . The use of binding substances recognizing one or more MMPs 
3 and/or MMP-RMs alone V^r in combination for diagnosing, moni- 
toring and/or screening the level, severity and/or disease 
activity phase respiratory tract inflammation, for targeting 
the drug treatments, medications, treatment modalities, for 
predicting the risks caused by pro -inflammatory mediators, 
infectious agents " as well Nas physical and/or environmental 
stress factors . 

^J? 15. The use of binding subs tanc^s/'r^cogni zing one or more MMPs 
and/or MMP-RMs alone or in yco^t^in^ for manufacturing 

test kits for diagnosing the/^evel^ severity and/or disease 
activity phase (s) of respiratory \ tract inflammation, for 
targeting the treatment modalities, 'for predicting the risks 
caused by pro- inflammatory mediators\ infectious agents as 
well as physical and/or environmental stress factors. 

\ 

16. The use of one or more MMPs and/or MMP-RMs alone or xn com- 
bination as markers for diagnosing the level, severity and/or 
disease activity phase (s) of respiratory tract inflammation, 
for targeting the treatment modalities and medications, for 
predicting the risks caused by physical ^stress and/or 
environmental factors to risk group individuals 

17. The uses according to claims 14-16, wherein the MMPs 
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and/or MMP-RMs alone'x^ in combination are used to prepare 
binding substances specix3>qally xCcognizing said molecules and 
for preparing a chair- side o^<Qpd-side test kit enabling the 
evaluation of the severity yof/pe^iratory inflammation in a 
single step on an immunoch]t9inato0raph4c test strip- 



